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Name of device  Urodynamic Analysis Modnle

Name of PolyUro Palygram Software (DOS cnvironment)
equivalent (included in 924383 - PolyUro)
device

The Urodynamic Analysis Madule is identical, in function aud types of analyses
that con be performed. W the PolyUro Polygram Software (DOS). The main
ditterence is thar the PolyUre Polygram Softwaie (IDOS) is written tor the DOS
cnvironuent und the Urodynamic Analysis Module is written for the Windows
anvironment. PolyUro Polygram Sollwure (DOS) works 1n the DOS environment
and the Urodynaguc Analysis Madule works in the Windows euvitonment.

Descriptiun of The Polygram Softwsare for Windows (KD462322) way designed 10 record and

device handle/store pliysiological parameters. After a racording, the user is able to
review the tracinge on the computer scicen and print the signal tracings or just
parts of them). When revicwing the daws on the computer screen, tre user is able
to mark certnin scgments and ¢ulculate certain parameters from the selectad
signal segments. These parametere include minimum and ipaximum values.
length of selection.

By wudding the Urodynamic Analysic Module to the Polygram Softwaie for
Windowe, the user can also have all the pressure, How and volume data analyzed
In terms of physiological properties, comparison with norual values. ¢te. The
analyzed data can theiealier be viewed on screen or printed out on a separatc
paper.

The analysis repert includes sections such as palient demographics:
werpretation and comment {for user to ingert); procedure sunuuary; Urodynamic
tracing; analyscs (as specificd below); and physician signature section.

Analyses:

¢ Uroflow apalysis: position, subjective grading, residual volume, numerical
uroflow analysis, vuided volume, bladder capaciry. maximum fow (Qpad),
average flow, voiding time, flow time, Tim Lo 1nmaximum flow, volume at
maxiuun llow, urethral conductance. flow index,

¢ Cystometry analysis: positiur, infuston rate, infused volnme, residuval
volune before procedre, maximum cystoraetric capacity, [irst sensation.
compliance, deuusur activity, leakage during filling, catheter via, infusion
stopped heravse, infusion time, diuresis, squecezing, sensation levels, leak
poiut pressure analysis, pressure/infused volume graph.

¢ Pressure/flow voiding analysis: position. subjective grading, residual
volume, voided valume, vesical capucity, maximust 10w 131¢ (G
average flow rute, volding time. tiow time, time Lo maximum flow, voluui at
maximum flow, veeical pressure at Qp,, . deqrusor pressure at Qo . urethral
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minimum operating pressurc, urethral tesistance, pressure/tlow graph,
uwnograms In tie P/Q) graph, filier in the P/Q loop, curve adaplion in the P/Q
loop, precsure minimal uretheal upening (Pmuo).

e Urethral pressure profile: static UPP, Pucp graphs, maxijnum closing
pressure, urclinal functional length. closnre area, pull speed. cough profiles,
Pucp graphs, Pves amplitud, closure pressure, ansmission tactor, relative
lengtl, pull speed, Tansmmission graph.

The analysis report can then serve gs a tool for the physician’s Jiagnosis and post
treatrnent cvaluation,

The Urodyuauic Analysis Module has been rhoroghly rested during the
develapment phase, that is, alpha testiny, in terms of integration testing has been
perfurmed and documented and hets testing in terms of hospital site cstng has
been done and documented. '

It has been concluded that the alpha and beta testing has ieet and passed the
specificd objectives und should theretore be released to the market,

The Urodynamic Analysis Module is a software program that has beeu designed
fo analyze preesure, volume and Muw dara fecorded trom the uralngical tract in
pediatric and aduit populations.

‘T'he Urndynamic Analyzic Module includes the {ollowing analyscs:
Uroflow analysis, Cystometry analysis, Pressurefflow voiding analysis, Uretliral
Pressure Profile

The program is to be used on a peérsonal compuler analyzing patient data in the
hospital enviranment under rupervision of a twaiucd pliysiclan. The analyzed data
can be viewed on the computer screcn or printed out on a separate paper.
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